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pg^.^ J JeplJ^'''"^^ ^^^^ ^PP^^rs on the c ver sheet with the correspondence address 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION " K^) rn^jm 

' SlfslrmJ'SjS^f^nf^^^^ °' ^'''^ "° t^^^^er. may a reply be timely filed 

aner bix (6) MONTHS from the mailing date of this communication ^ j ^ 

' !l NO^ri^lnr " '?f "^""^"y "^y*- a f«P'y ^thin the statuton^ minimum of thirty (30) days will be considered timely 

: pi^^ureTCy S Sofe^d'JtnTfnrT t'^'tlT ^" """^ ^" "'^''^ ^'^ "°NT"S the mailing date of tht communication. 
Miiurew reply vnthin me s^or extended penod for reply wll. by statute, cau^ f35USC € 133> 

^^TMtrrSstiSTnrLtTrRTr^^r 

status 

1 )H Responsive to connmunication(s) filed on 15 August 2002 , 
2a)0 This action is FINAL. 2b)|g| This actionis non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD 11 453 O G 213 
Disposition of Claims * -ciu. 

4) KI Claim(s) 1-6.8.10-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. _ 

6) 13 Claim(s) 1-6. 8. 10-12 is/are rejected. " ' . • , - . ^ , 
?)□ Claim{s) is/are objected to! .... 

8) 0 Claim{s) are subject to restriction and/or election requirement. . V 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10)0 The drawlng(s) filed on is/are: a)n accepted or bjQ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 m The proposed drawing correction filed on 14 February 2003 is: a)^ approved bM disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)n All b)n Some * c)^ None of: 

1 0 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
Attachment(s) 

2ii!^°r°!n"r'^'''''''''^°^''' 'nterviewsumn^ry (PTOSIS) Paper No(s). . 

2 ^ Not,t:e of Draftsperson-s Patent Drawing Review (PTO-948) 5) □ Notice of Infomial Patent Application (PTO-1^ 

3) |_J Infonmation Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Non-Final Rejection 

Claims 1-6, 8, and 10-12 are pending. 



Drawings 

New corrected drawings are required in this application because of the objection to the 
drawings by the draftsperson. AppUcant is advised to employ the services of a competent patent 
draftsperson outside the Office, as the U.S. Patent and Trademark Office no longer prepares new 
drawings. The corrected drawings are required in reply to the Office action to avoid 
abandonment of the application. The requirement for corrected drawings will not be held in 
abeyance. 

Specification 

The disclosure is objected to because of the following informalities: the status (e.g., 
pending, abandoned, patented US Patent No.) of a US apphcation listed on page 1, line 15 and 

20 is missing. 

Appropriate correction is required. 



Claim Objections 

Claim 8 is objected to because of the following informalities: 
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The wording ofclaim 8 is grammatically incoirect. Suggest inserting - either - before 
the term "comprises" on line 1. Suggest inserting the word - comprises - before the term "non- 
AAVDNA"on line 3. 



Claim Rejections - 35 USC §112 

Applicant's arguments, see paper no. 14, filed on 2/14/03, with respect to 1 12 enablement 
rejection have been fully considered and are persuasive. The rejection of claims 1-6, 8, and 10- 
12 has been withdrawn because of the amendment to the claims. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

"^'^ °' "'"'■^ particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claim 12 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The term "said non-AAV gene of interest comprises a iS-galactosidase gene operatively 
linked to a promoter" in claim 12 is a relative terra, which renders the claim indefinite. The term 
"said non-AAV gene of interest comprises a /3-galactosidase gene operatively linked to a 
promoter" is not defmed by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. The disclosure does not define the metes and bounds of 
the term because it is not apparent if there are one or two promoters being claimed. The 
specification does not define using two promoters in the AAV vector. Claim 12 depends 



is on 
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claim 1. Claim 1 recites, "a non-AAV gene of interest operatively linked to a promoter operable 
in the gut". Thus, the term in claim 12 makes it unclear if another promoter is being used in the 
AAV vector. 

AppUcanfs arguments with respect to claim 12 have been considered but are moot in 
view of the new ground of rejection under 1 12 second paragraph. 

To overcome the 1 12 second paragraph rejection, suggest replacing the term "a 
promoter" with ~ the promoter -. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded m public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed 

F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, /« re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1 . 1 30(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiiUy comply with 37 
CFR 3.73(b). 

Claims 1, 5, 6, 8, and 10-1 1 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1, 6, 7, 10, 16, 
17, 18, 31, and 36 of U.S. Patem No. 6,503,887. Although the conflicting claims are not 
identical, they are not patentably distinct fi-om each other because the claims of Patent No. '887 
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are drawn to a method for delivering a protein to a gut tissue of a subject comprising orally 
delivering to the gut tissue an AAV vector. 

Although the conflicting claims in the instant appUcation and the claims in '887 are not 
identical, they are not patentably distinct from each other because each invention encompasses 
the same material and methods and the claims in "887 embrace a method of orally delivering a 
recombinant AAV vector to the gut of a subject. The difference between the claims of the 
instant application and '887 is that the claims in the instant application are not as descriptive as 
the claims from the '887. Therefore, the claims of the instant application and '887 are obvious 
variants of one another. 

Applicant's arguments with respect to claims 1, 10, and 11 have been considered but are 
moot in view of the new ground(s) of rejection. In addition, Applicant's arguments with respect 
to claims 5, 6, and 8 have been considered but are moot in view of the new ground(s) of 
rejection. 



Claims 1, 2, 3, and 4 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1, 6, 7, 10, 16, 17, 18, 31, and 36 of 
U.S. Patent No. 6,503,887 in view of Sorscher et al. US Patent No. 5,552,31 1. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
claims of Patent No. '887 are drawn to a method for dehvering a protein to a gut tissue of a 
subject comprising orally delivering to the gut tissue an AAV vector. 

The difference between the claims of the instant application and the claims in '877 is that 
the instant application embraces using a liquid pharmaceutically acceptable carrier or a solid 
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pharmaceutically carrier. However, Sorscher teaches that depending on the mode of 
administration of a gene, one skilled in the art can use a solid composition or a liquid carrier 
(column 8, lines 10-58). Thus, one of ordinary skill in the art would have motivated to combine 
the methods claimed in U.S. Patent '887 in view Sorscher to use either a liquid pharmaceutically 
acceptable carrier or a solid pharmaceutical composition for delivering a recombinant AAV 
vector comprising a gene of interest operably linked to a promoter to the gut of a subject. One of 
ordinary skill in the art would have been motivated to use either pharmaceutical carrier because 
Sorscher teaches that the carriers are well known in the art for delivering a gene to a subject. 
Therefore, the claims of the instant appUcation and patent '877 in view of Sorscher are obvious 
variants of one another. 

Applicant's arguments with respect to claims 1, 2, 3, and 4 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claims 1 and 12 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1, 6, 7, 10, 16, 17, 18, 31, and 36 of U.S. 
Patent No. 6,503,887 in view of Horvath et al. (Hung. Ther. Vol. 37, pages 107-1 10, 1989). 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the claims of Patent No. '887 are drawn to a method for delivering a protein to a gut 
tissue of a subject comprising orally delivering to the gut tissue an AAV vector. 

The difference between the claims of the instant application and the claims in '877 is that 
the instant application embraces delivering a recombinant AAV comprising a non-AAV gene of 
interest comprises a /3-gaIactosidase gene operatively linked to a promoter to a subject. 
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However, Horvath teaches administering jS-galactosidase to patients with lactose malabsorption 
(pages 107 and 1 10). Thus, one of ordinary skill in the art would have motivated to combine the 
teaching in the claims of U.S. Patent '887 taken with Horvath to deliver an AAV vector 
comprising a jS-galactosidase gene operably linked to a promoter to the gut of a subject with 
lactose malabsorption. One of ordinary skill in the art would have been motivated to delivery an 
AAV vector comprising a jS-galactosidase gene operably linked to a promoter to the gut of a 
subject with lactose malabsorption because Horvath teaches that jS-galactosidase can be used to 
treat lactose malabsorption. Therefore, the claims of the instant application and patent '877 in 
view of Horvath are obvious variants of one another. 

Applicant's arguments with respect to claims 1 and 12 have been considered but are moot 
in view of the new ground(s) of rejection. 

Any inquiry concerning this commimication or earlier communications from the 
examiner should be directed to Brian Whiteman whose telephone number is (703) 305-0775. 
The examiner can normally be reached on Monday through Friday from 7:00 to 4:00 (Eastern 
Standard Time), with alternating Fridays off 

If attempts to reach the examiner by telephone are unsuccessftil, the examiner's 
supervisor, John L. LeGuyader, SPE - Art Unit 1635, can be reached at (703) 308-0447. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in Crystal 
Mall 1. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The CMl Fax Center number is (703) 308-4556. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Brian Whiteman SCOTTD.PRIEBE,PH.D 
Patent Exammer, Group 1 63 5 PRIMARY BSWIER 



